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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATLON: 

ANADA: 200-291 

Sponsor: Delmarva Laboratories, Inc. 
Suite 106 
1500 Huguenot Road 
Midlothian, VA 23 113 

Generic Name: 

Trade Name: 

Clindamycin Hydrochloride Liquid 

clinsol@ 

Dosage Form: 

How Supplied: 

Liquid 

20 mL bottles 

How Dispensed: Rx 

Amount of Active Ingredients: 25 mg/mL clindamycin HCL 

Route of Administration:, Oral 

Species: Dogs and cats 

Pharmacological Category: Antibacterial 

Labeled Dosage & 
Indications for Use: Dogs: Aerobic bacteria: Clinsol (clindamycin 

hydrochloride) Liquid is indicated for the treatment of soft 
tissue infections (wounds and abscesses), dental infections 
and osteomyelitis caused by susceptible strains of 
Staphylococcus aureus. 
Anaerobic bacteria:, Clinsol (clindamycin hydrochloride) 
Liquid is indicated for the treatment of soft tissue infections 
(deep wounds and abscesses), dental infections and 
osteomyelitis caused by or associated with susceptible 
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strains of Bacteroidqs fiagilis, Bacteroides 
melaninogenicus, Fusobacterium necrophorum and 
Clostridium perfringens. 

Cats: Aerobic bacteria: Clinsol (clindamycin 
hydrochloride) Liquid is indicated for the treatment of soft 
tissue infections (wounds and abscesses) and dental 
infections caused by or associated with susceptible strains 
of Staphylococcus aureus, Staphylococcus intermedius and 
Streptococcus spp.. 
Anaerobic bacteria: Clinsol (clindamycin hydrochloride) 
Liquid is indicated for the treatment of soft tissue infections 
(deep wounds and abscesses), dental infections caused by 
or associated with susceptible strains of Clostridium 
perlfringens and Bacteroides fragilis. 

Dosage Schedule: 

Dogs: 2.5 mg/lb body weight every 12 hours for a 
maximum of 28 days for the treatment of canine infected 
wounds, abscesses and dental infections. 
5.0 mg/lb body weight every 12 hours for a maxmum of 28 
days for the treatment of osteomyelitis. 

Cats: 5.0 to 10.0 mg/lb body weight once every 24 hours 
for a maximum of 14 days depending on severity of the 
condition. 

Pioneer Product/ 
Listed Product: 

Antirobe@ Liquid 
NADA 13‘5-940 
(Pharmacia & Upjohn) . 

2. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by 
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December 
15, 1988, First GA.DPT&I Policy Letter) an abbreviated new animal drug application 
(ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). New target animal safety data, drug effectiveness data, and human 
food safety data (other than tissue residue data) are not required for approval of an 
ANADA. An ANADA relies on the target animal safety, drug effectiveness, and 
human food safety data in the pioneer‘s new” animal drug application. Ordinarily the 
ANADA sponsor is required to show that the generic product is bioequivalent to the 
pioneer. ANADAs for drug products for food-producing animals will generally be 
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required to include bioequivalence and tissue i-esidue studies. 

3. 

4. 

A tissue residue study will generally be required to accompany clinical end-point and 
pharmacologic end-point bioequivalence studies, and blood level bioequivalence 
studies that can not quantify the concentration of the drug in blood throughout the 
established withdrawal period. For certain dosage forms, the agency will grant a 
waiver from conducting an in vivo bioequivalence study (55 FR 24645 June 18, 1990; 
Fifth GADPTRA Policy Letter; Bioequivalence Guideline, Cktober, 2000). 

Based upon the formulation characteristics of the generic product, Delmarva 
Laboratories, Inc. was granted a waiver on May 16, 1997, from conducting an in vivo 
bioequivalence study for ClinsolB. The generic and pioneer products are solutions 
that contain the same active and inactive ingredients in the same concentrations . 

HUMAN SAFETY: 

ClinsolB is intended for use only in dogs and cats, which are non-food animals. 
Because this new animal drug is not intended for use in food-producing animals, 
data on human safety pertaining to drug residues in food were not required for 
approval of this ANADA. 

Human Warnings are provided on the product label as follows: 

“For Animal use only.” 

“Keep Out of Reach of Children.” 

Human Safety Relative to Possession, Handling, and Administration: Labeling 
contains adequate caution/warning statements. 

AGENCY CONCLUSIONS: 

This Abbreviated New Animal Drug Application filed under section 5 12(b) of the 
Federal Food, Drug, and Cosmetic (FFD&C) Act satisfies the requirements of 
section 5 12(n) of the Act and demonstrates that ClinsolB, when used under the 
proposed conditions of use, is safe and effective for the labeled indications. 

The Three-year Exclusivity period for the feline claims granted to the pioneer 
ended on October 7, 1999. No new data was required for addition of the feline 
claims. 
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5. LABELING: 

Attachments: Pioneer Labeling: 

1 common package Insert for Clindamycin WC1 capsules & drops 
25 mg, 75 mg and 150 mg bottle labels 

Generic Labeling: 

20 mL bottle label, carton, and package insert 

Copies of applicable labels may be obtained by writing to the: 

Food and Drug Administration 
Freedom of Information Staff (I-VI-35) 
5600 Fishers Lane 
Rockville, MD 20857 

Or requests may be sent via fax to: (301) 443-1726. If there are problems sending a fax, 
call (301) 827-6567. 
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Dosage Schedule: I 
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Capsules 
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ANTIROBE 25 mg, administer 1 capsule every 
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Microbiology section for additional Information.) 
Cats 
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greater, periodic liver and kidney function tests 

ANTlR,OsE 75 mG,.administer 1 cap&e every 

Aerobic bacferia: ANTIROBE AQUADROPS and btood counts should be performed. 
12 hours for each 15 pounds of body weight. 

Liquid is indicated for the treatment of soft tis- The, use of ANTIROBE occasionallv results in 
ANTIROBE 159 mg, administer 1 capsule every 

sue infections (wounds and abscesses) and 
infections caused by or associated with 

overgrowth of non.susceptible organisms such 
12 hours for each 30 pounds of body weight. 

dental 

NDICATIONS). 
)ROPS 

Feline tnfeded Wounds and Abscesses and 

for the treatment of soft tis- 
Should superinfections occur,, appropriate mea- 
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Dental Infections 
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susceptible strains of Staphylococcus aweus, 
as clgstridia and yeasts. Therelore. the adminis- 

NADA #120-161. Approved by FDA 

tration of ANTIROBE should be avoided in those 
Liquld 

Staphylococcus inlixmedius and Strepfodoccus species sensitive to the~gastrointeslinal effects 
ANTIROBE AQUADROPS, administer 2 mUI 
Ibs body weightevery i2 hours. 

SPP. of clindamvcin lsee CONTRAI 
Anaerobic bacteria: ANTIROBE AQUA1 
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gens and Bacleroides fragilis. (See Microbiology JI”tTl”2 Illrjlcl”“IIL ~“‘illa,l”llb *I 
section for additional information.) with caution. and serum clindam! 

IN VITRO SUSCEPTIBILITY 9 
itor& durip- k:a1, A--- *L--r-., 

TESTING: 
Clindamy,.,, Il)ruIvIIIIIvIIuT IeaJ 

Susceptibility tests shoutd 
have neuromuscular btockina 

AN I ln”LIt Lapsures ana AN I It-tutct 
ADUADROPS Liquid. Clindamycin susceptibility 

be use3 w3h caution in animals ._-_..... J ___.. r . -_ -._ . ..~__) 

testing is performed by using CLEOCINs 
agents. administer 1 mL/5 lb body weight once every 24 

Susceptibility Oisks (clindamycin 2 mc 
Safetv in oeslatinn hitches and OIJF?R~R or hours: lo provide 10.0 ma/lb. administer 2 mU5 lb 

CLEOCINe Susceptibility Powder 20 ?r,“.“i 

., ~. - .- .= _ _. _” - ” _l_“_. - - 
breeding male dogs and cals has not been body weight once every%‘4 hours. 

standardized disk testing procedure’ is recom- 
estabtished. NAOA #135-940, Approved by FDA 

mended for determining susceptibility of aerobic SIDE’EFFECTS HOW SUPPLIED 
bacteria to clindamycin. A description is con- Side effects occasionally observed in either ANTIROBE Capsules are ava 
tained in the CLEOCIN Susceotibility Disk 25 mg -bottles of 6C 

L,l, Ccs.9 
clinical trials or during clinical use were vomiting 
^^-I ~‘:...A.“” 75 ma - bottles of 3L 

ilable as: 
IO . .._. NDC 0009-3043-01 

insert. Using this method, the laboratc,, u_II QIIu ufdllllza. 
designate isolates as resistant, intermediate. or 
susceptible. Tube or agar dilution methods may DOSAGE AND ADMINISTRATION 
be used fo.r aerobic and anaerobic bacteria. Canine Infected W-,.-i- 1#.“^^^^^^ ---I 
When the directions in the CLEOCIN ‘Suscep- na-+;( rm-*r-*:--: 

-_.. -_ _ - 30 . ..___ NDC 0009:3044-01 
150 ig -bottles of lOO.......NDC 0009-3045-01 
150 mg - blister packages 

““ll”D, H”slrlsseD Qll” of 100 .._...........___ NDC 0009-3045-08 

“.zII,(1, ,,*I~t.ll”~*~ ANTIROBE AQUADROPS Liquid is available’as 
^ .^” I... ,.. .” 20 mL filled in 30 mL bottles (25 ma/mL) tibility Powder insert are followed, a’ MIC (mini- 

mal inhibitory concentration) of-l.6 mcg/mL may 
“rat: 2.5 mg/to ooay welgnt every 12 nours. 

Duration: Treatment with ANTIROBE products 
supplied in packers containing I2 carioned 

be considered susceptible; MlCs of 1.6 to 4.8 bottles with direction labels and calibraled 
mcg/mL may be considered intermediate and 

may be continued up to atnaximum of 28 days if 
clinical judgment ind+to”c Trna!mnht iif nm#tn 

dosing droppers, NDC 0009-3179-01. 
MICs greater than 4.8 mcg/mL may be consid- 
eied resistant. 

infections should not 
tlrr^^ ^_ I-.,* A “.I^ :‘ 

lvl.ll. *.-...,..-.a. “. “““I... 

be continued for more than Store at controlled room temperature 20” to 25” C 
~arrv~i UI 4~~1 U~Y= II no response to therapy is (68” to 77’ F) [see USP]. 

CONTRAINDICATIONS !p seen. Caution: Federal (USA law restricts this drug to 
ANTlRO8E Capsules and ANTIROBE AQUA- bogage Schedule: $ use by or on-the order o a licensed veterinarian. 

DROPS Liquid are contraindicated in animals ANTIROBE AOUADRdPS 
with a history of hypersensitivity to preparations 

Capsules 
ANTIRDBE 25 mg, administer l-capsule every 

_... 

containing clindamycin or lincomycin. 
Made by 

Because of potential adverse gastrointestinal 
12 hours for each 10 pounds of body weight. 

effects, do not administer to rabbits, hamsters, 
ANTIROBE 75 mg, administer 1 capsule every 

Pharmacia & Upjohn Company 
Kalamazoo, Ml 49001, USA 

‘\ , 

guinea pigs, horses, chinchillas or ruminating 
12. hdurs for each 30 p6unds of body weight. 
ANTlRDBE 35% ‘mgi administer 1 capsule every 

ANTIROBE Capsules 

animals. 12 hdurs for each 60 pounds of body’weight. 
Made in Canada for 

Liqu@ 
Pharmacia & Upjohn Company 

WARRINGS 
Not for human use. 

ANTIROBE AQUADROPS, administer 1 mYl0 
Kalamazoo, Ml 49001, USA 

Ibs bpdy weight every 12 hours. ’ 
By Global Pharm inc. 

..- 
Canine Osteomyelitis 

Don Mills. Ontario. M3B lY5. CANADA 

Oral: 5.0 mgllb body weight every 12 hours. 
Revised March 1999 813 805 708 

+Bauer. AW; Kirby, WM: Sherris. JC;Turck. M: Anti- 
biotic susceptibility tasting by a standardized single 

Duration: Treatment with ANTIROBE is recom- 
692074 

disk method. Am. J. C/in. Pal/r.. 46:493-496. 1966. mended for a minimum of 28 days. Treatment 

Standardized Oisl( Susceptibility Test, Federal should not be continued for longer than 28 days 
Register, 37:20527-29. 1972. if no response to therapy is seen. 



t “,a
 

N 

I I
ll 

t 0009
-3

17
9-

01
 
1 



ANADA#200-291, An&& bv FDA 
‘uetJsucJata~pasua3tt e foJspJoaW~oJo 

A’3 WI 016nJPs!ul %‘!JisaJ~%.el (V9D) IEJaPej :uognne~ 
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Clinsole’ (clindamycin hydrochloride) Liquid 
L^^LIL A -... l.Z_L :. .L. contains ctindamycin hyoJucJJJuJJue wJncn IS tne 

hvdrated salt of ctindamvcin”r.lindamvrin ic 

--r .“.. ” 
Pl,~l.~LI,I,,~,.eL.. -““‘:,“~,“,,‘,YwtJ 

pue sassansqy pue spunoM ba15SJu1 autta4 . . . . _ 
‘S~nouZ I hena tu6JaM hasat ntnW i!Jalsr .., _.... _....” -...,-.,, .” 

asemisynthetic an9bioticpJ ..___ - -, _ )-, _..,-,” mi’wed hv a 7rSl.chlnrn. 
subslitulion of the 7(R)-hydroxyl group ot a naturally 
produced antibiotic produced bv Sfrenfomvees tincot- 
nensis var. tiflcotnensis. 

Clinsot (clindamvcin hvdrochloride) Liouid 
is a palalable formulation intended fororaladmk&ra~ 
tion to dogs and cats. Each mL of Ctinsol (clindamvcin 

- . 
-U!WpE ‘ptnbtl (aptJOtqoOJPl[U U&re6;;ioi Josunn . I. ..- 

:atnpayc-9 e6esoG 
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ueui Ja6uOl Jol Penuttuo3 eq IOU plnoys tuaWtaaJ1 
.sriep 8Z 10 WnWfuuu a JO1 oaouoWW03aJ SI nmhl, 

ride’] Liquid contains cttndamy&-r 
nyarocntonde equivalent to 2.5 mg clindamycin: and 

Site and Mode of Action: Clindamycin is an in- 
hibitor of protein synthesis in the bacterial di The ei 

~., # ,^^.^, 

AC,W,N9 
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some. Aindinn nr%JJrk In lhl - - ? soluble RNA fraction of = ----.-.” . 
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certain ribosomes, thereby ‘inhibiting the binding of 
. ..*^ r-,:^A^.....“:^ -I:*--- amino acids to those ribosolllr;a. ul!rwll,lly~stoal~,s 

-. from cell wall inhibitors in 11 .. 

stonpoJd ap!~oiuooJ~& u!c~Wepurlo qJ$ IuaWts 
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?at lt CatJSeS Irreversible 
mlhl\ri.ltnn r*.L...I1..1** ̂ I 
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ementsat the ribosbmal level. 
- y .____._. -. _. 

Microbiolbii‘yl’~~‘~dlloiing clindamycin in vitro 
data are availablebutihsir rp-‘--’ -*- .“- ‘~ 
known. Clindamyckrhasbe , j 

;pntnat stgnnicance Is un- 
en shown to have in vitro 

acnwty agamst the following organisms isofaled from 
animals: 

rrrrwiry,~rlr~“lro”~- 

cus aufeos(penicillinasr 
nmr(,,rinn c,rainc, fl-,“‘ 
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6utpaeJq JO suaanb PUE sauotia 6unersa6 UI c(laJec 

“wc”‘by3 rrr,~rum”t”;l, 

Staphylococcus epider- 
titerocokus $eca/is). 

‘e bacilli’including: Bac- _1.-_-- . . . . 
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Anaerobicgrampositive 
including: Propionibacteric 
m,,rde smriar 

nonsporeforming bacilli, 
Nn, Euba~leriurn. Actino- 

Tz%:z:r “J”“““‘qphj,jcgmm pos&e cocci, 
,r:rr n.,.>r^,r”n#-r,.,l.. 

.‘n...e.” ^^^” 
nwaeq, ‘Jsq 

-t&t 6ut~np PaJotJuoW sJanaJ uJodWeouJJn UmJaS nJJr 
1 

.,,_ -..___ ,-? 

JaaeoJJceeJaW ‘uojtneo’ut/MpasOp aq pinous Suots. 1~ ..,. _-._ _ 
alanas r(q peiuedWoooa aseastp ottedaq aJeAes 
he.4 Jo/pue aseasm teuaJoJ%as haA ULIM stuane,4 - 

*UO!leW ia3tuil3 aylaul la w1e31pu1 se uawel 

PlnoUS ‘(SNOllVXlNlVtiLNO~ ees) u!oAWoPu!lo t0 
stoatle leUlJSalUlOJiss6 auJ 01 aAnJsuas samads asoW 

“MJ 

SWStus6JO atqttdr&ns&ou f0 UlMOJdJaAO UJ S&aJ 

r(lleuotse330 eptJOtuoOJp~u utolweputlo to asn QqL 
‘Pauuopedeqpfnoqsstt moo 

pbotq pue stsat uottountiiaupfx pue Jarrt 31~0.~~ - JJnd 
‘JaleeJ6 JO UtuoW au0 IO ddelaut Da6uOlO~b Sinn 

122/137 1 151137 aq Ptnoqs Pmb!T (aP!JollyJopJtq uJ&We&!ro) 
SNr$ftQD3tld 

‘esn uewnq lot tot4 
SDNINWM 

‘SIeW!UE 6ulleutWnJ Jo selftqou$to ‘SeSJOu 
‘s6td eeutnli ‘sJatsWeu ;sttqaeJ 01 Jatstutwpe touoo 
‘stcaffs@ytsaiutoJtse6 esJa,!pe tet&~at&fto esneoa9 

-UtdUKWtl JO 
utor(Wepu~to 6ututetuoo SuotleJedaJd ot ,41t,?gfSUeS 



The MIC values for !he anaerobes isolated from 
feline lesions are nol different from the MIG values for 
lhe anaerobes isolaled from canine tesions. 

MyccplaBma Species: Most mycoplisma species 
are susceptible to clindamycin: 

Clindamycin and erythromycin show parallel 
resistance. Partial cross resistance has been demon- 
strated between ctindaniycin, &ythromycin and 
macmlideanfibiotics. 

PHARMACOLOGY 
Absorption: Clindamycin hydrochlortde is rapidly 

absorbed from the canine and feline gastrointestinal 
tract. Dogs and cats orally dosed with therapeutic 
amounts of clindamycin hydrochloride demonstrated 
antibacterial serum levels of the drug within 15 minutes 
postdosing. 

Canine Serum Levels: Therapeutically eflective 
serum levels of ctindamycin hydidchloride can be 
maintained by oral dosing at the rate of 2.5 mg/tb every 
12 hours. Dogs orally dosed with clindamycin hy- 
drochloride at 2.5 mg!lb every 12’hours during a 72 
hours dosing regimen continuously maintained an- 
tibacterial serum levels of the drug. This same study 
revealed that average peak serum Concentrations oc- 
curred 1 hour and 15 minutes after dosing. The 
biological half-life for clindamycin hydrochloride in dog 
serum was about 5 hours. There was no bioactivity 
accumulation after a regimen ofmukiple~orald0ses~ 

Feline Serum Levels: Th~ra*p~~;iti~~5~~‘~~~~t~~e- 
serum levels of clindamycin can be’maintained by oral 
dosing al the rate of 5 to 10 mgllb body weight once 
every 24 hours. The average peak’serum concentra- 
tion of clindamycin occurs abouf 1 hour after oral 
administration. The terminal half-life of ctindamyctn in 
feline serum is approximately 7.5 hours. Minimal 
accumulation occurs after multiple oral doses of clin- 
damycin hydrochloride, and steady-state should be 
achieved by the third dose. 

Clindamycin Serum Concentrations 
5 mgflb (11 mgJkg) After SingleOral Dose of 

Clindamycin Hydrochloride Liquid 
10.0 

Feline Tissue Levels: Tissueconcentrations 
measured at 10 days (PgJg; means) of clindamycin 
hydrochloride liquid in cats 2 hours after oral adminis- 
tration at 10 mg/lb body weight once every24 hburs 
for 10 days. 

z * I t 
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i 
Approved for use in canines and felines. : 
Recommended canine dosage: I 

4 
: For therapy of wounds, abscesses and dental infec- 

I 

; tions, o+y administer 2.5 mofib (1 mUlO lbsj 
: 

, body weight every 12 hours. 
, 
I 

: For therapy of osteomyeliiis orally administer 5 0 
I 

I m@b (2 mUl0 Ibs) body weight every 12 ho&. 
; 

‘ , 

: 

: 

Recommended feline dosage: 
1 
I 
I 

: NIX-59079-501-20 
I 

8 
20mL : 

I I 
, , 

i 4 For therapy of wounds, abscesses and dental infec- 
tions, o&y administer i-2 mli5 lb body weight 

: 
i’ 4 

I 
, 

once every 24 hours depending on the severity of 
: 

the condition. 
, 

i L t 

.I 4 : 
1 

; 
See package insert fof complete product i&m-&in. 

i 
; 

Warning-Not for human use. I 
:: I 

: Store at controlled room temperature 15’ to 30°C : 
1 (59” to 86°F) I 
8 I 

I 
: Liquid 
: clindamycin hydrochloride liquid 
: Equvalent to 

i 25 mg per mL 

; ciindamycin t 
: 

t 
For Use In Anfmals Only I 

: Caution: Federal (USA) law 
I 

1 restricts this drug to use by or on 
: 

: the order of a licensed veterinarian. 
: 
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I A@AOA#X#-a$Approved by FDA 
03265 
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, ; Each mf. contains: Clindamycin hydrochloride : 

I (i ; 
eWivalent to 25 mg clindamycin; and ethyl alcohol, 
8.64%. 
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